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DETAILED ACTION 

Claims 7, 8, 14, 17-23, 26, 27, 33, 39-49, 51, 53, 55, 58, 59, 62, 65-70, and 75- 
79 are withdrawn from further consideration pursuant to 37 CFR 1 .142(b) as being 
drawn to a nonelected species, there being no allowable generic or linking claim. 
Applicant's election of invention I and further of species I (figures 1 A-C, 2A-b, & 25) is 
acknowledged. Contrary to applicant's remarks, claim 53 does not read on the elected 
species I. The species of figures 13A-B, rather than the figures of 1A-C, 2A-B, 25, 
discloses the cross-sectional area of the lumen to be 25% greater in the expanded state 
than in the contracted state. Election was made without traverse in the reply filed on 
8/18/2006. 

Claim Rejections - 35 USC § 102 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

Claims 1-6, 9, 12,13, 15, 16, 24, 25, 28, 29, 34, 36-38, 50, 54, 56, 57, 61, 64, 71, 
72, and 80 are rejected under 35 U.S.C. 102(e) as being anticipated by Maseda (US 
6514237). 

Regarding claim 1, Maseda discloses an elongate body (114, fig. 1), said 
elongate body having distal (122, fig. 1) and proximal (120, fig. 1) ends and an axis 
(130, fig. 1 ); an active region (composite strands; col.4, lines 44-48) comprising a 
conductive polymer (col.5, lines 1-19) disposed over the elongate body such that the 
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medical device is expanded in at least one radial dimension relative to said axis upon 
volumetric expansion of the active region (col.3, lines 50-55). 

Regarding claim 2, Maseda discloses that said device comprises two or more 
active regions (col.3, lines 50-55, multiple composite strands, i.e. 400, fig. 4). 

Regarding claim 3, Maseda discloses that said active region expands in at least 
one radial dimension (col.3, lines 50-55). 

Regarding claim 4, Maseda discloses a deformable region (shaft 1 14) is 
expanded in said at least one radial dimension upon volumetric expansion of said active 
region (composite strand 306, fig. 3, 308, fig. 3B; or 400, fig. 4). 

Regarding claim 5, Maseda discloses that said active region surrounds said 
elongate body in the form of a circumferential band (308, fig. 3B; col.6, lines 4-7). 

Regarding claim 6, Maseda discloses that said active region is provided in the 
form of a longitudinal strip (306, fig. 3; col.5, lines 56-58). 

Regarding claim 9, Maseda discloses that said active region is disposed in a 
recess formed in the elongate body (grooves along tubular shaft 1 14; col.5, lines 58-61). 

Regarding claim 12, Maseda discloses that said medical device is a catheter 
(110, fig. 1). 

Regarding claim 13, Maseda discloses that said active region is provided at a 
distal end of said catheter (col. 8, lines 8-9). 

Regarding claim 15, Maseda discloses that said catheter is a balloon catheter 
(110, fig. 1; balloon 118, fig. 1). 
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Regarding claim 16, Maseda discloses that one or more active regions are 
disposed such that, upon expansion of the one or more active regions, at least a portion 
of the balloon is expanded from a first position to a second position that is radially 
beyond the first position, (when a voltage is applied to the composite strands, the 
composite strands bend and change from an original relaxed position to a activated 
position; col. 5, lines 8-15; col.6 47-51). 

Regarding claim 24, Maseda discloses that one or more active regions are 
disposed such that at least a portion of the length of said medical device is stiffened 
upon expansion of the one or more of said active regions (col.2, lines 59-62; col.5 line 
64- col.6 line 3; col.6 lines 13-17). 

Regarding claim 25, Maseda discloses one or more of said active regions 
circumferentially surround the elongate body (col.6, lines 38-41; col.7 lines 1-4). 

Regarding claim 28, Maseda discloses an elongate body(114, fig. 1), said 
elongate body having distal (122, fig. 1) and proximal (120, fig. 1) ends and an axis 
(130, fig. 1); a balloon (118, fig. 1); an active region (composite strands; col.4, lines 44- 
48) comprising a conductive polymer (col.5, lines 1-19), said active region being 
adapted to radially advance at least a portion of the balloon when the balloon is in a 
substantially uninflated state (col.6, lines 45-51 ). 

Regarding claim 29, Maseda discloses said balloon is positioned over at least a 
portion of said active region (composite strands are placed at distal end where the 
balloon is attached, hence, balloon is configured to have the composite strand; col.8, 
lines 8-9). 
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Regarding claim 34, Maseda discloses at least a portion of the balloon is radially 
advanced directly by the volumetric expansion of the active region (col. 2, lines 25-29; 
the actuators directly act upon the balloon, probe, or shaft). 

Regarding claim 36, Maseda discloses said active region surrounds said 
elongate body in the form of a circumferential band (col.6, lines 4-7, 38-41 ; col.7 lines 
1-4). 

Regarding claim 37, Maseda discloses the active region is provided Over said 
elongate body in the form of a longitudinal member (306, fig. 3, col. 5, lines 56-58). 

Regarding claim 38, Maseda discloses said active region is disposed in a recess 
formed in said elongate body (col. 5, lines 60-61). 

Regarding claim 50, Maseda discloses an insertable body (1 14, fig. 1) adapted 
for insertion into a body lumen of a patient; a device lumen (inside shaft 1 14, fig. 2) 
within said insertable body; and one or more electrically actuated members disposed 
along at least a portion of the length of said device lumen (col.6, lines 19-26), said one 
or more electrically actuated members being adapted to transform at least a portion of 
the length of said device lumen between (i) an expanded state and (ii) a contracted 
state in which said insertable body more readily inserted into said body lumen of said 
patient (col.2, lines 41-62; the electroactive polymer can be manipulated to make it 
easier to insert the medical device into the body lumen). 

Regarding claim 54, Maseda discloses that the one or more electrically actuated 
members are electroactive polymer actuators (col.2, lines 26-28). 
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Regarding claim 56, Maseda discloses a single electrically actuated member 
(col.2, line 36; Maseda expressly states "one" electroactive polymer actuator). 

Regarding claim 57, Maseda discloses a plurality of electrically actuated 
members (col.2, line 36; Maseda expressly states more than one electroactive polymer 
actuator to be integrated into a device). 

Regarding claim 61 , Maseda discloses that said one or more electrically actuated 
members are disposed within said insertable body (306, fig. 3; 400, fig. 4). 

Regarding claim 64, Maseda discloses an inflatable balloon (118, fig. 1), wherein 
the interior of said balloon is in fluid communication with said device lumen (col.4, lines 
21-28). 

Regarding claim 71, Maseda discloses said deformable region (shaft 114) is an 
elongated flexible material (col.2, line 28 states the medical device is flexible; fig. 1 
shows shaft 1 14 to be elongated). 

Regarding claim 72, Maseda discloses 

Regarding claim 80, Maseda discloses that said medical device is balloon 
catheter (1 1 0, fig. 1 ; col.3, lines 60-64). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claim 10, 1 1 ,30-32, 35, 52, 60, 63, 73, 74 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Maseda ( US 65144237). 

Regarding claims 1 0 and 1 1 , Maseda does not directly teach said recess to be a 
circumferential recess or a longitudinal recess. However, Maseda does teach a recess 
(col.5, line 61 ) and also clearly discloses that various geometric configurations of the 
composite strands (electroactive polymer actuators), which would fit into the recesses, 
are possible (col.8, lines 12-15). Maseda states that placement of the composite strands 
on the device has limitless configurations (col.8, lines 15-16). Hence, if the recesses 
could be made into various configurations, than the recesses to hold them must also be 
the same shape. Therefore, it is obvious to a person of ordinary skill in the art, at the 
time of the invention, that the recess formed in the elongated tubular body of the 
medical device could be of any shape, including circumferential or longitudinal. 

Regarding claims 30, 31 , and 32, Maseda does not expressly teach that said 
active region is adapted to radially advance proximal, central and distal portions of said 
balloon. However, Maseda does disclose that the active region (composite strands) are 
located in the balloon (col.8, lines 8-9). If the active regions are radially advanced 
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elsewhere on the medical device then it is obvious that any portion of the balloon can 
also be manipulated in the same way. Furthermore, Maseda teaches that since the 
activation of each strip can be independently controlled, the size and shape of the 
balloon can be varied (col.6, lines 51-53). Hence it is obvious to a person of ordinary 
skill in the art, at the time of the invention, that the active region or composite strands 
taught by Maseda can manipulate or radially advance only the proximal region, or the 
proximal and distal regions, or all three regions: proximal, central and distal depending 
on the desired shape. 

Regarding claim 35, Maseda does not directly discloses at least a portion of the 
balloon to be radially advanced by a passive deformable region, and said passive 
deformable region expanding in at least one radial dimension upon volumetric 
expansion of said active region. However, Maseda discloses that a mesh material, 
which is in contact with the active regions, responds and transmits the behavior of the 
active region to the next active region (col.7, lines 23-31). Hence, this mesh material 
(702, fig. 7A) acts passively and deforms according to the movement of the active 
region. Therefore, it is obvious to a person of ordinary skill in the art, at the time of the 
invention, that the mesh in between the active regions of the balloon qualifies and 
performs the function of a passive deformable region. 

Regarding claim 52, Maseda does not expressly discloses said one or more 
electrically actuated members extend along only the insertable length of said device 
lumen. However, Maseda teaches that the present invention's purpose is directed at 
controlling the medical device which is placed into the body lumen, hence, it is obvious 
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to have the actuators only along the inserted device lumen. In other words, Maseda 
teaches that the actuators are placed along the inserted part of the medical device that 
maneuvered through stenotic lesions and difficult passageways. Hence, it is obvious 
that the electroactive actuators are only along the insertable medical device. 

Regarding claim 60, Maseda does not expressly discloses that one or more 
electrically actuated members are disposed between the device lumen and the exterior. 
However, Maseda states that there are various other configurations, including different 
placement sites for the actuators are possible. The electroactive strands may be 
incorporated into any portion of the flexible medical device (col.2, lines 63-67). Hence, it 
is obvious to have actuators between the exterior (114, fig. 2) of the device and the 
lumen (between 1 14 and 116, fig. 2). 

Regarding claim 63, Maseda does not directly disclose that said insertable body 
is an extruded body. However, Maseda teaches extruded grooves on the insertable 
tubular body (co.l.5, line 61). Hence, it is obvious that if the grooves on the body are 
extruded, then the body must also be extruded. 

Regarding claim 73 and 74, Maseda does not expressly disclose that the medical 
device is stiffened upon radial expansion or longitudinal expansion of said one or more 
of said active regions. However, Maseda discloses that various dynamic movements 
can be performed with the electroactive actuators (col.3 lines 55-60; col.8, lines 22-33). 
Hence, it is obvious that longitudinal and radial expansion, which are basic movements, 
are achieved by the actuators taught by Maseda. 
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Conclusion 



The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. Vito (US 20021033223) discloses an intravascular device for 
stretching blood vessels with a micro piezo device; Bar-Cohen (US- 5855565) discloses 
a catheter with expanders and actuators. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Pavitra Kotini whose telephone number is 571-272- 
0624. The examiner can normally be reached on M-F 8:30am to 6:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Anhtuan Nguyen can be reached on 571-272-4963. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
Pavitra Kotini / _ 
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